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5.10 (k) Summary

1. Submitter Information
Company name TaiDoc Technology Corporation
Contact person Teling Hsu
Address 3F, 5F, No. 127, Wigong 2nd Rd.,

Wugu Township, Taipei County,
24888, Taiwan

Phone (+886-2) 2-6625-8188 ext.1176
FAX (+886-2) 2-6625-0288
E-mail tefing.hsu~taidoc.com. ft'
Date Prepared November 22nd, 2010

2. Name of Device
Trade Names FORA PNC1 00 Digital Pregnancy Test

TD-5301 Pregnancy Test
Common Names Pregnancy Test
Product Code LCX
Classification Panel and Human chorionic gonadotropin (hCG) test

system
Regulations Clinical Chemistry

Class 11
21 CFR 862.1155

3. Predicate Device
Trade/Proprietary Name: One Step HCG Urine Pregnancy Test
Common/Usual Name: Kit, Pregnancy Test, Over-the -Counter
Submitter BLUE CROSS 810-MEDICAL CO., LTD.
510 (k) Number K071930
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4. Device Description
The FORA PNCIOO0 Digital Pregnancy Test and TD-5301 Pregnancy Test are in
vitmo diagnostic medical devices, which use the qualitative assay in determining
human chorionic gonadotropin (hCG) concentration in urine. The assay is based
on an two-site sandwich immunoassay technology.

TD-5301 Pregnancy Test consists of a test strip coated with reagents and
enclosed in a plastic cassette. FORA PNC1 00 Digital Pregnancy Test consists of
a meter and a plastic test stick containing a test strip. The meter has a slot where
can be plugged with a test stick and activate the procedure. This device uses the
same test strip, as TD-5301 Pregnancy Test.

5. Intended Use
For FORA PNC 100 Digital Pregnancy Test
The FORA PNC100 Digital Pregnancy Test is an in v/tmo diagnostic test device for
the qualitative determination of human chorionic gonadotropin (hCG) in urine. It is
intended for use as an aid in the early detection of pregnancy by lay users.
Additional clinical examination should be performed to confirm the pregnancy.

The device uses visually read lateral flow technology for the detection of
hCG and provides a digitally read result. The device is intended for home
use.

For TD-5301 Pregnancy Test
The TD-5301 Pregnancy Test (Strip) is an in v/tmo diagnostic test device for the
qualitative determination of human chorionic gonadotropin (hCG) in urine. It is
intended for use as an aid in the early detection of pregnancy by lay users.
Additional clinical examination should be performed to confirm the pregnancy.

The device uses visually read lateral flow technology for the detection of
hCG. The device is intended for home use.

6. Comparison to Predicate Device
A method comparison was performed by two proposed devices and the predicate.
Results show that there is over 99% agreement compared with the predicate. The
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visual reading of lines of TD-5301 by lay users yields the same results as the
digital readout obtained by FORA PNC1 00. The FORA PNC1 00 Digital Pregnancy
Test and TD-5301 Pregnancy Test are substantially equivalent to the One Step
HCG Urine Pregnancy Test (K071930).

7. Performance Studies
Test strip used with FORA PNC100 Digital Pregnancy Test and TD-5301
Pregnancy Test is identical. The sensitivity, specificity and interference, in-use and
storage stability studies were tested and verified with both the proposed devices.

Software validation and meter reliability was performed specifically to ensure the
performance of FORA PNCI 00 electronic read-out result. The meter of FORA
PNC1 00 Digital Pregnancy Test meets the safety and EMC requirements of
SEC/EN 61010-1:2001, FECEN 61010-2-101:2002, EN 61326: 2006, FEC
61000-4-2.

A user study was conducted to evaluate two application methods and the
easiness of use by following the instructions, and the results demonstrated
that the instruction manual of FORA PNCIO00 Digital Pregnancy Test and
TD-5301 Pregnancy Test is understandable and clear enough for user, and
devices are easy to operate by following the instructions.

8. Conclusion
The FORA PNC1 00 Digital Pregnancy Test and TD-5301 Pregnancy Test
demonstrate satisfactory performance and are suitable for its intended use. The
FORA PNC1 00 Digital Pregnancy Test and TD-5301 Pregnancy Test are
substantially equivalent to the predicate device.
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A DEPARTMENT OIF HEALTH & HUMAN SERVICES Public Health Service

Food and Druig Administimion
193NwHampshire Ae~

TarDoc [ethnologoy Corporation Silver Spring, MD 20993

t/e reling, FIL-u c
N'Ml ge r Regillatery A ITairs
3k7 IF. Ne. 127. \V ugeli 2 "" Rd.
\\InIu F TWIIshIP ilp Ci Co tin ty
24888 Taiwan

Re: K 103487
Iade Name: Fora PNC I100 DiLia li-anc y Test: TD-5 30 I Preunancy Test St if)

RCIrUlation Number: 21t CF-R 862. 1345
Regulation Name: Humtlan then en it goni ido rep in test systeml
Regulatory' Class: I1
ProdctLC CodeCs: LCX
Dated: Septemnber 22, 201 1
Received: September927, 20 1

Dear Trefine I-isu:

Wec have cevi ewed Nyour1 Section 510(k) preilarket notification ol'intent to market the device
re ferentedl above and have dletermined the d1ev ice is substantiali% l equivalenlt (Forl theC
ndicatio ns For' tise Stated inl thle enllCosureI) to [egalkY marketed predicate (devices marketed in
nterstate commerice prior to iMay 28, 1976, tlie enactment clate of' the iMedical D~evice

Amendments, or to devi ce s that have been tee lass ified in accoidance vi th thec pro visi ons of
the Fedleral flood, Drug., and Cosmetic Act (Act) that do0 11ot ruire1.1 appro'val of'a Premlar'ker
approval application (PN'A). Youl mlay, there-Core, 11aiket the device. stibjct to the generCal
controls 1)0 visi ens oF the Act. The general centre Is provisiens of the Act Hintltide
requireentns For- annul-al registration, listing oF devices, good manlufactU ring. practice.
labeling, and prohibitions against iisbranrding and adulteration.

IF Your device is classified (see above) into either class 1I (Special Controls) or class Ill
(Pt\MA). it may be subject to such additional controls. Existing naj Or reCgulations aFfeetifntz
your device call be found in Title 21, Code of Federal Regulations (CFM), Parts 800 to 895.
In addition, FDA may ptrblish further announcements collitterni vetiLr de\'ice inl the FeCderl1
Ret ,ister. 

___

Please be advised that FDA's issuiance of a substantiail eqivalenIce determination does not
mean that FDA has made a determination that your device temp lies with other req Li ernentIs
of the Act or any Federal stattts and regulati ens admrin i steed by e ther Federal agencies.
YOU mu1Lst comply1 wvit[h all the Act's requtirements. ilud ~i ng, but riot limited to: repistration
and listing (21 CF"R Part 807); labeling (21 CFR Parts 801 and 809); medical device
reporting (reporting ofimedical device-related adverse events) (21 CFR 803); and good
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21
CFR Part 820).
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If you desire specific advice for your device on our labeling regulation (21 CER Part 80!) please contact thle
Office of In Vitro Diagnostic Device Evaluation and Safety at (301) 796-5450. Also, please note thle
regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 807.97). For
questions regarding postmarket surveillance, please contact CDRI-'s Office of Surveillance and Biometric's
(OSB's) Division of Postmarkct Surveillance at (301) 796-5760. For questions regarding the reporting of
adverse events under the MDR regulation (21 CER Part 803), please go to
http://www.fda.2ovfNedicalDevices/Safetv/ReportaProblem/defaulthltm for the CDRH-'s Office of
Surveillance and Biometrics/Divisionl of Postmarket Surveillance.

You may obtain other general information on your responsibilities under thle Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or ( 301 )796-
5680 or at its Internet address htp/wwfagvMdcleie/COicso~uIdsr/eaithm

Sincerely yours,

Courtney H-. Lias, Ph.D.
Director
Division. of Chemistry and Toxicology
Office of In Vilio Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure



Attachment Al

Indications far Use

510(k) Number: k103487

Device Name: FORA PNC1 00 Digital Pregnancy Test

Indications for Use:

The FORA PNC100 Digital Pregnancy Test is an in vitro diagnostic test device for
the qualitative determination of human chorionic gonadotropin (hOG) in urine. It is
intended for use as an aid in the early detection of pregnancy by lay users.
Additional clinical examination should be performed to confirm the pregnancy.

This device uses visually read lateral flow technology for the detection of hCG and
provides a digitally read result. The device is intended for home use.

Prescription Use ____ AND/OR Over the Counter Use X
(21 CFR Part 801 Subpart 0) (21 CFR Part 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE; CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVO)

-6&ztk cKL&--
Division Sign-Off

Office of In Vitro Diagnostic Device

Evaluation and Safety
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Indications for Use

51 0(k) Number: k1 03487

Device Name: TD-5301 Pregnancy Test

Indications for Use:

The TD-5301 Pregnancy Test (Strip) is an in v/tmo diagnostic test device for the
qualitative determination of human chorionic gonadotropin (hCG) in urine. It is
intended for use as an aid in the early detection of pregnancy by lay users.
Additional clinical examination should be performed to confirm the pregnancy.

This device uses visually read lateral flow technology for the detection of hCG
The device is intended for home use.

Prescription Use _____ AND/OR Over the Counter Use -X
(21 CER Part 801 Subpart D) (21 CFR Part 801 Subpart C)

(PLEASE DO NOT WRITE BELOWTHIS LINE; CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of GDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVO)

Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety
51 0(k) 0 -3  k',- Page 2of 2
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